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DETAILED ACTION 
Claim Rejections - 35 USC§ 102 

1. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form 
the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or 
on sale in this country, more than one year prior to the date of application for patent in the United States. 

2. Claims 1, 14-17 rejected under 35 U.S.C. 102(b) as being clearly anticipated by 
Trapani et al. 

Trapani et al. teaches Propofol, water-soluble salts of Propofol, their ability to be use 
as anesthetics and methods of administration. 

3. Claims 1, 13-17 rejected under 35 U.S.C. 102(b) as being clearly anticipated by 
Hendler et al. (US Pat. 6,254,853) 

US'853 teaches Propofol, water-soluble prodrugs of Propofol, and their ability to be 
use as anesthetics and methods of administration. 

Claim Rejections - 35 USC § 112 

4. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and use the same and shall set forth 
the best mode contemplated by the inventor of carrying out his invention. 

5. Claims 1-18 rejected under 35 U.S.C. 1 12, first paragraph, because the specification, 
while being enabling for the propofal compounds embrace by structures I-V, does not 
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reasonably provide enablement for all propofal derivatives and their use as anesthetics. The 
specification does not enable any person skilled in the art to which it pertains, or with which 
it is most nearly connected, to make/use the invention commensurate in scope with these 
claims. 

The factors to be considered in determining whether a disclosure meets the 
enablement requirement of 35 USC 1 12, first paragraph, have been described in In re Wands, 
8 USPQ2d 1400 (Fed. Cir. 1988). Among these factors are: the nature of the invention; the 
state of the prior art; the relative skill of those in the art; the predictability or 
unpredictability of the art; the breadth of the claims; the amount of direction or guidance 
presented; the presence or absence of working examples; and the quantity of 
experimentation necessary. When the above factors are weighed, it is the examiner's position 
that one skilled in the art could not practice the invention without undue experimentation. 

The present invention are drawn to a method for inducing anesthesia in a subject in 
need thereof by administering to a mammalian subject an active agent as listed in claims 1- 
14. 

The specification does not disclose working examples but refer to embodiments of the 
compounds listed in claims 1-14 having anesthetic activity. 

It is generally recognized in the art that biological compounds often react 
unpredictably under different circumstances (Nationwide Chem. Corp. v. Wright, 458 F. 
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supp. 828, 839, 192 USPQ95, 105(M.D. Fla. 1976); Affd 584 F.2d 714, 200 USPQ257 (5th 
Cir. 1978); In re Fischer, 427 F.2d 833, 839, 166 USPQ10, 24(CCPA 1970)). The relative skill 
of the artisan or the unpredictability of the pharmaceutical art is very high. Where the 
physiological activity of a chemical or biological compound is considered to be an 
unpredictable art (Note that in cases involving physiological activity such as the instant case, 
"the Scope of enablement obviously varies inversely with the degree of unpredictability of 
the factors involved" (See In re Fischer, 427 F.2d 833, 839, 166 USPQ.10, 24(CCPA 1970)), 
the skilled artisan would have not known how to extrapolate the results provided in the 
instant specification to the larger and varied genus for inducing anesthesia in a subject in 
need thereof. The specification of the instant application has not provided guidance, working 
example or mechanisms of action for inducing anesthesia in a subject in need thereof using 
the compounds listed in claims 1-14. 

The examiner acknowledges that the Office does not require the presence of working 
examples to be present in the disclosure of the invention (see MPEP 2164.02). However, 
given the highly unpredictable state of the art and furthermore, given that the applicant does 
not provide sufficient guidance or direction as to how to make and use the full scope of the 
instant claimed invention without undue amount of experimentation, the Office would 
require appropriate disclosure, in the way of scientifically sound reasoning or the way of 
concrete examples, as to why the data shown is a reasonably representative and objective 
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showing such that it was commensurate in scope with and, thus, adequately enables, the use 
of these compounds for the full scope of the presently claimed subject matter. In the absence 
of such guidance and evidence or reasoning, the specification fails to provide an enabling 
disclosure. 

6. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming 
the subject matter which the applicant regards as his invention. 

7. Claim 19 rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

8. Claim 19 refers to a method of preparing propofal of structure 1 yet the reaction 
scheme as presented does not clearly and distinctly depict the reaction mechanism. It 
appears to involve the preparation of other compounds with the final compound being 
structure 17, which is not propofal. Clarification is requested. 

9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Deborah D. Carr whose telephone number is 571-272-0637. 
The examiner can normally be reached on Monday-Friday 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiners 
supervisor, Yvonne Eyler can be reached on 571-272-0871. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status information 
for unpublished applications is available through Private PAIR only. For more information 
about the PAIR system, see http://pair-direct.uspto.gov. Should you have questions on access 
to the Private PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 
(toll-free). If you would like assistance from a USPTO Customer Service Representative or 
access to the automated information system, call 800-786-9199 (IN USA OR CANADA) or 



571-272-1000. 
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